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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 4, 2003 has been entered. 

2. The amendment filed September 4, 2003 has been received, entered and 
carefully considered. The amendment affects the instant application accordingly: 

(A) New Claim 18 has been added. 

(B) Claims 12 and 14 have been amended. 

(C) Comments regarding Office Action have been provided drawn to: 

(a) 102(b) rejection, which has been maintained and amended; 

(b) 102(e) rejection, which has been maintained and amended; & 

(c) 103(a) rejection, which has been withdrawn. 

3. Claims 12, 14, 15, 17 and 18 are pending in the case. 

4. The text of those sections of title 35, U. S. Code not included in this action can be 
found in a prior Office action. 

5. It is not clear if Applicants intended for Claim 1 7 to be canceled or not since 
Claim 17 was not properly disclosed in the amendment filed by Applicants on July 30, 
2003. Clarification of the status of Claim 17 is requested in Applicants next response. 

Claim Objections 

6. Claim 12 is objected to because of the following informalities: In Claim 12, the 
term "hemiauccinylated" should be changed to - - hemisuccinylated - -; In Claim 18, line 
4, the term "C2C6 11 should be changed to - - C2-C6 - -. Appropriate correction is required. 



Application/Control Number: 09/830,761 
Art Unit: 1623 



Page 3 



Claim R jections - 35 USC §112 

7. Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In Claim 14, the phrase "metal complex of a cross-linked hyaluronic acid 
derivative according to Claim 18" lacks clear antecedent bases by depending from 
Claim 18 since Claim 18 does not mentioned a metal complex, which renders Claim 14 
indefinite. 

8. Applicant's arguments with respect to Claim 14 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

9. Claims 15, 17 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Pouyani et al (US Patent No. 5,616,568, already of record). 

Applicants claim a hyaluronic acid derivative comprising cross-linking molecules 
of hyaluronic acid obtained by the reaction of the carboxylic acid groups of hyaluronic 
acid and a diamine of the formula NH2-A-NH2 wherein A is a linear C2-C6 alkylene chain 
or a polyoxyalkylene chain of the formula [(CH2-0-CH2)2]m wherein m is an integer from 
2-10. Additional limitations in dependent Claim 15 include a pharmaceutical 
composition comprising the hyaluronic acid derivative of Claim 18. 

It is noted that independent Claims 17 and 18 are in the form of a product-by- 
process claim. The Office considers product-by-process claims as product claims. 
Process limitations cannot impart patentability to a product that is not patentably 
distinguished over the prior art. In re Thorpe et al. (CAFC 1985), supra; In re Dike 
(CCPA 1968) 394 F2d 584, 157 USPQ 581 ; Tri-Wall Containers, Inc. v. United States et 
al. (Ct CIs 1969) 408 F2d 748, 161 USPQ 116;//? re Brown et al. (CCPA 1972) 450 F2d 
531, 173 USPQ 685; Ex parte Edwards etal. (BPA1 1986) 231 USPQ 981. Hence, the 
only passage in Claim 18 relevant toward examination of the claimed invention is "a 
hyaluronic acid derivative comprising cross-linked molecules of hyaluronic acid" (for 
example). 



Application/Control Number: 09/830,761 
Art Unit: 1623 



Page 4 



The Pouyani et al patent discloses chemically modified hyaluronic acid and 
cross-linked derivatives thereof (see column 1 , lines 7 and 8), which anticipates the 
hyaluronic acid derivative of instant Claims 17 and 18. Also see column 2, lines 35-38 
wherein the Pouyani et al patent set forth the passage "functional ized hyaluronate and 
its crosslinked derivatives may be utilized in pharmaceutical compositions", which 
anticipates the pharmaceutical composition of instant Claim 15. Applicants are 
reminded that a difference in intended use cannot render a claimed composition novel. 
Note In re Tuominen, 213 USPQ 89 (CCPA, 1982); In re Pearson, 494 F2d 1399; 181 
USPQ 641 (CCPA, 1974); and In re Hack 114 USPQ 161. 

10. Applicant's arguments with respect to Claims 15, 17, and 18 have been 
considered but are moot in view of the new ground(s) of rejection. 

11. Claims 14, 15, 17 and 18 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Prestwich et al (US Patent No. 5,874,417, already of record). 

Applicants claim a hyaluronic acid derivative comprising cross-linking molecules 
of hyaluronic acid obtained by the reaction of the carboxylic acid groups of hyaluronic 
acid and a diamine of the formula NH2-A-NH2 wherein A is a linear C2-C6 alkylene 
chain or a polyoxyalkylene chain of the formula [(CH2-0-CH2)2]m wherein m is an integer 
from 2-10. Additional limitations in the dependent Claims include a cross-linked 
hyaluronic acid derivative in the form of a metal complex wherein the metal is selected 
from zinc, copper or iron; and a pharmaceutical composition comprising the hyaluronic 
acid derivative. 

It is noted that independent Claims 17 and 18 are in the form of a product-by- 
process claim. The Office considers product-by-process claims as product claims. 
Process limitations cannot impart patentability to a product that is not patentably 
distinguished over the prior art. In re Thorpe et al. (CAFC 1985), supra; In re Dike 
(CCPA 1968) 394 F2d 584, 157 USPQ 581 ; Tri-Wall Containers, Inc. v. United States et 
al. (Ct CIs 1969) 408 F2d 748, 161 USPQ 1 16; In re Brown et al. (CCPA 1972) 450 F2d 
531 , 1 73 USPQ 685; Ex parte Edwards et al. (BPA1 1 986) 231 USPQ 981 . Hence, the 
only passage in Claim 18 relevant toward examination of the claimed invention is "a 
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hyaluronic acid derivative comprising cross-linked molecules of hyaluronic acid" (for 
example). 

The Prestwich et al patent discloses chemically modified hyaluronic acid and 
cross-linked derivatives thereof (see column 1 , lines 12 and 13), which anticipates the 
hyaluronic acid derivative of instant Claims 17 and 18. The Pestwich et al patent 
discloses that the hyaluronic acid thereof may be used as an aid in ophthalmic surgery 
and also as a potential therapy for osteoarthritis in humans, which anticipates the 
pharmaceutical composition of instant Claim 1 5. At the last paragraph of column 22, 
under Example 10, the Prestwich et al patent discloses forming hyaluronic acid gels in 
the presence of metal ions, wherein the metal irons may be selected as copper and 
iron, which anticipates the metal complex cross-linked hyaluronic acid of instant Claim 
14. 

12. Applicant's arguments with respect to Claims 14, 15, 17, and 18 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

13. Claims 12, 14, 15, 17 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Prestwich et al (US Patent No. 5,874,417, already of record) in view 
of Galin et al (US Patent No. 5,944,753, already of record) for the reasons already of 
record on pages 5-7 of the Office Action mailed October 2, 2002. 

Applicants claim a hyaluronic acid derivative comprising cross-linking molecules 
of hyaluronic acid obtained by the reaction of the carboxylic acid groups of hyaluronic 
acid and a diamine of the formula NH2-A-NH2 wherein A is a linear C2-C6 alkylene chain 
or a polyoxyalkylene chain of the formula [(CH2-0-CH2)2]m wherein m is an integer from 
2-10. Additional limitations in the dependent Claims include: the hydroxy groups of the 
hyaluronic acid derivative being suphated or hemisuccinylated; a cross-linked 
hyaluronic acid derivative in the form of a metal complex wherein the metal is selected 
from zinc, copper or iron; and a pharmaceutical composition comprising the hyaluronic 
acid derivative. 
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It is noted that independent Claims 17 and 18 are in the form of a product-by- 
process claim. The Office considers product-by-process claims as product claims. 
Process limitations cannot impart patentability to a product that is not patentably 
distinguished over the prior art. In re Thorpe et al. (CAFC 1985), supra; In re Dike 
(CCPA 1968) 394 F2d 584, 157 USPQ 581; Tri-Wall Containers, Inc. v. United States et 
al. (Ct CIs 1969) 408 F2d 748, 161 USPQ 1 16; In re Brown etal. (CCPA 1972) 450 F2d 
531 , 1 73 USPQ 685; Ex parte Edwards et al. (BPA1 1 986) 231 USPQ 981 . Hence, the 
only passage in Claim 18 relevant toward examination of the claimed invention is "a 
hyaluronic acid derivative comprising cross-linked molecules of hyaluronic acid" (for 
example). 

The Prestwich et al patent discloses chemically modified hyaluronic acid and 
cross-linked derivatives thereof (see column 1 , lines 12 and 13), which embraces the 
hyaluronic acid derivative of instant Claims 17 and 18. The Pestwich et al patent 
discloses that the hyaluronic acid thereof may be used as an aid in ophthalmic surgery 
and also as a potential therapy for osteoarthritis in humans, which embraces 
pharmaceutical composition of instant Claim 1 5. At the last paragraph of column 22, 
under Example 10, the Prestwich et al patent discloses forming hyaluronic acid gels in 
the presence of metal ions, wherein the metal irons may be selected as copper and 
iron, which embraces the metal complex cross-linked hyaluronic acid of instant Claim 
14. The cross-linked hyaluronic acids of the instant claims differ from the cross-linked 
hyaluronic acids of the Prestwich et al patent by further indicating that the hydroxy 
groups of the hyaluronic acid are suphated or hemisuccinylated. The Galin et al patent 
shows that sulfated hyaluronic acid is well known in the art (see column 6, line 1 1 ). 
Also see example 2 of the Galin et al patent wherein a process step is disclosed 
whereby heparin (a sulfated polysaccharide) is coupled with a diamine. This process 
step of Example 2 of the Galin patent embraces the cross-linkage of the sulphated 
hyaluronic acid of the instant claims since the Galin et al patent teaches the substitution 
of heparin with sulfated hyaluronic acid. It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to substitute the hyaluronic acid used 
to form a cross-linked hyaluronic acid of the Prestwich et al patent with sulfated 
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hyaluronic acid, in view of the recognition in the art, as evidenced by the Galin et al 
patent, that sulfated polysaccharides such as sulfated hyaluronic acid improves the 
biocompatibility of implants in the anterior chamber of the eye. 
14. Applicant's arguments with respect to Claims 12, 14, 15, 17, and 18 have been 
considered but are moot in view of the new ground(s) of rejection. 



15. All the pending claims are rejected. 

Examiner's Telephone Number, Fax Number, and Other Information 

16. For 24 hour access to patent application information 7 days per week, or for filing 
applications, please visit out website at www.uspto.gov and click on the button "Patent 
Electronic Business Center" for more information. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Everett White whose telephone number is (703) 308- 
4621 . The examiner can normally be reached on Monday-Friday from 9:30 AM to 6:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James 0. Wilson, can be reach on (703) 308-4624. The fax phone number 
for this Group is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 
(703) 308-1235. 
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